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463 

464 

465 

466 

467 


468 

469 

470 

471 

472 

473 

474 

475 

476 


TABLE 1 

SUBJECT DISPOSITION 
All .Enrni -W, Subjects 


_ Smokers (by FTC tar delivery categories) _ 

subject Disposition Non-Smokers 

<, 2.9 mg 3.0-6.9 mg 7.0-12.9 mg >13 mg Total 


Enrolled Subjects 



xxxx 


xxxx 


xxxx 


xxxx 


xxxx 


xxxx 

Evaluable Subjects 



xxxx 


xxxx 


xxxx 


xxxx 


xxxx 


xxxx 

Evaluable subjects, 

completed 

XXX 

(xx.x%) 

XXX 

(xx. x%) 

xxx 

(XX. x%) 

xxx 

(XX.x%) 

xxx 

(XX.x%) 

xxx 

(xx.x%) 

Evaluable subjects, 

not completed 

XXX 

(xx.x%) 

XXX 

(xx.x%l 

xxx 

(XX. x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx-x%) 

Inevaluable subjects 


xxx 

(xx.xSs) 

xxx 

(xx.x%] 

xxx 

(xx.x$) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

!xx.x%} 

Missing key laboratory data 

XXX 

(XX. x%) 

XX3t 

(xx.x%) 

xxx 

(xx-x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%j 

xxx 

(xx.x%) 

Reason 2 


XXX 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

( XX .x% ) 

xxx 

(xx.x%) 

xxx 

(xx.x?;) 

Reason 3 


XXX 

(xx.xi) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.xS) 

xxx 

(xx.x%) 

xxx 

(xx-x%) 

Reason 4 


XXX 

(xx.xi) 

xxx 

(xx.x%) 

xxx 

(XX. x%) 

xxx 

(xx.x%) 

xxx 

(XX . x%) 

xxx 

(xx.x*) 

letc.} 


XXX 

[XX.x%) 

xxx 

(xx.x%) 

xxx 

(xx.xS) 

xxx 

(xx.x%J 

xxx 

(XX.x%) 

xxx 

(xx.x%) 


Source: Program name Data Extract: DDUMMYYYY Produced: DDPMMYYYY Page 1 of N 


Note: Enrolled subjects include all evaluable and inevaluable subjects 

Evaluable subjects include all subjects with valid evaluation data at Visit 2 

Evaluable subjects, completed: Those subjects with valid data at Visit 2 who completed the study 

Evaluable subjects, not completed: Those subjects with valid data at Visit 2 but are listed as a problem subject (See 
Section 3.1) 

Inevaluable subjects include subjects who are protocol violators, missing key lab data, etc. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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TABLE 3.1 

SUMMARY OF DEMOGRAPHIC AND BASELINE CHARACTERISTICS OVER ALL CENTERS 
ALL EtttQLLED SUBJECTS 



Smokers (by FTC tax delivery categories) 


Parameter 

< 2.9 mg 

3.0-6.9 mg 

7.0-12 .9 mg 

213 mg 

Non-Smokers 

p-values @ 

Age (yrs) 







N 

xxxx 

XXXX 

xxxx 

xxxx 

xxxx 

0 .xxx 

Mean 

XXX .X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S-D- 

XXX-XX 

XXX.XX 

XXX-XX 

XXX. XX 

XXX.XX 


25% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 

XXX . X 

xxx.x 

XXX -X 

xxx.x 

xxx.x 


Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 

XXX 

xxx 

xxx 

xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.xl 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Gender 







Male 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

XXX (xx.x%) 

0 .XX 

Female 

xxx fxx.x%) 

XXX (XX, x%) 

XXX (XX.x%) 

XXX (XX.x%) 

XXX (XX. x%) 


Race 







Asian 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

O.xx 

Black ' 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 


Caucasian. 

xxx (xx.x%) 

XXX (XX.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

XXX [XX-X%) 


Other 

xxx (xx.x%) 

XXX (XX. x% ) 

XXX (XX. x%) 

XXX (XX.x%) 

XXX (XX.x%) 


BMI (k/m’l 







N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

0 .xxx 

Mean 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S. D . 

xxx .xx 

xxx. xx 

XXX.XX 

XXX. XX 

XXX.XX 


25% Quartile 

xxx.x 

xxx.x 

XXX. X 

xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 

xxx.x 

XXX. X 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 

xxx 

xxx 

xxx 

xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(XXX.X, XXX.X) 

(xxx.x, xxx.x) 


Source: Program name 

Data 

Extract: DDMMhfYYYY 

Produced 

: DDMMMYYYY 


Page 1 of 


Note: Percentages are based on non-missing values. 

@ p-value is for overall tobacco use group comparison. Continuous variables are analyzed with a two-way ANOVA including tar 
delivery group and pooled center. Categorical variables are analyzed with Cochran-Mantel-Haenszel test controlling for pooled 
center. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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487 

488 

489 

490 


491 

492 


TABLE 3.1 

SUMMARY OF DEMOGRAPHIC AND BASELINE CHARACTERISTICS OVER ALL CENTERS 
ALL ENROLLED SUBJECTS 


Parameter _Smokers (by FTC tar delivery categories) 


Non-Smokers 



0-2.9 mg 

3.0-6.9 mg 

7.0-12.9 mg 

>13 mg 


p-values 

Systolic Blood Pressure 







(mmHg) 

N 

xxxx 

Xxxx 

xxxx 

xxxx 

xxxx 

0 .xxx 

Mean 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 

XXX.XX 

xxx. XX 

XXX. XX 


25% Quartile 

XXX. x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 

XXX.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 

XXX 

xxx 

xxx 

xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Diastolic Blood Pressure 
(inmHg) 

N 

xxxx 

xxxx 

XXXX 

xxxx 

xxxx 

0 -XXX 

Mean 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 


25% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 

Xxx 

XXX 

Xxx 

Xxx 

Xxx 


Max 

XXX 

xxx 

xxx 

xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Pulse (bpm) 

N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

O.xxx 

wean 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S.D. 

XXX. XX 

xxx. XX 

xxx. XX 

xxx. XX 

xxx.XX 


25% Quartile 

XXX -X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx. X 

xxx.x 

XXX . X 

XXX . X 


Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 

xxx 

Xxx 

xxx 

xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 



Source: Program name Data Extract: DDMMMYYYY Produced: WMMMYYYY Page 2 of N 

Note: Percentages are based on non-missing values. 

@ p-value is for overall tobacco use group comparison. Continuous variables are analyzed with a two-way ANOVA including tar 
delivery group and pooled center. Categorical variables are analyzed with Cochran-Mantel-Haenszel test controlling for pooled 
center. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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493 

494 

495 

496 

497 


498 

499 


TABLE 3.1 continued 

SUMMARY OF DEMOGRAPHIC AND BASELINE CHARACTERISTICS OVER ALL CENTERS 
ALL ENROLLED SUBJECTS 


Parameter 

Smokers (by FTC tar delivery categories) 





0-2.9 mg 3.0-6.9 mg 7.0-12.9 mg >13 mg 

Non-Smokers 

Total 

p-values @ 


Respiratory Kate 
(resp/min)_ 


N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

0 .xxx 


Mean 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 



S.D. 

XXX.XX 

XXX.XX 

XXX. XX 

XXX.XX 

XXX.XX 



25% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 



Median 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 



75% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 



Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 



Max 

XXX 

Xxx 

xxx 

xxx 

xxx 



95% Confidence Interval 

(XXX.X, xxx.x) 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(XXX.X, XXX.X) 




Body Temperature (F°! 

N 

Mean 

S.D. 

25% Quartile 

Median 

75% Quartile 

Min 

Max 

95% Confidence Interval 

xxxx 

xxx.x 

XXX. XX 

xxx.x 

xxx.x 

xxx.x 

xxx 

xxx 

(xxx.x, xxx.x) 

xxxx 

xxx.x 

XXX.XX 

xxx.x 

xxx.x 

xxx.x 

Xxx 

xxx 

(xxx.x, xxx.x) 

xxxx 

xxx.x 

XXX. XX 

XXX.X 

xxx.x 

xxx.x 

Xxx 

xxx 

(xxx.x, xxx.x) 

xxxx 

xxx.x 

XXX.XX 

xxx.x 

xxx.x 

xxx.x 

Xxx 

xxx 

(xxx.x, xxx.x) 

xxxx 

xxx.x 

XXX.XX 

xxx.x 

xxx.x 

xxx.x 

Xxx 

xxx 

(xxx.x, xxx.x) 

xxxx 

xxx.x 

XXX.XX 

xxx.x 

xxx.x 

xxx.x 

Xxx 

xxx 

(xxx.x, xxx.x) 

0 .xxx 

Source; Program name 


Data Extract: DDMMMYYYY 

rroduccd: DDMMMYYYY 


Page 3 

of N 


Note: Percentages are based on non-missing values. 

Baseline is defined as visit 1. 


# These summary statistics will retiect usage by subjects who nave a history of tobacco use. 

@ p-value is for overall tobacco use group comparison. Continuous variables are analyzed with a two-way ANOVA including tar 
delivery group and pooled center. Categorical variables are analyzed with Cochran-Mantel-Haenszel test controlling for pooled 
center. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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507 

508 

509 

510 

511 

512 



FTC Tar Delivery Group: 


TABLE 4 

SUMMARY OF SUBJECT RELEVANT PAST MEDICAL/SURGIC 
ALL EVALUABLE SUBJECTS 


fJISTORY^f 


t- 


Body System Visit 2 Comments 

_ _ (It changed drom Visit 1) 

Total None Resolved Ongoing Total Changed Since 

_ _Screening 


Number of Subjects xxxx xxxx 


Skin Xxx 

Eyes/Ears/Nose/Throat Xxx 

Breasts Xxx 

Respiratory Xxx 

Cardiovascular Xxx 

Lymphatic/Hematologic Xxx 

Gastrointestinal Xxx 

Genitourinary Xxx 

Musculoskeletal Xxx 

Endocrine Xxx 

Neurological Xxx 

Immunological Xxx 

Psychological Xxx 

Allergic Xxx 

Other, specify Xxx 

Caffeine intake (type/amount) 

Coffee xxx (xx.x%) 

Tea xxx (xx.x%) 

Carbonated Beverage xxx (xx.x%) 

fitlc&hffl UyZ* 


(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(XX.x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.xt) 

xxx 

(xx.xt) 

xxx 

(XX. x%) 

(XX.x%) 

xxx 

(XX. x%) 

xxx 

(XX.x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

(xx,x%) 

xxx 

(XX.x%) 

xxx 

(xx. x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(XX. x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(XX. x%) 

xxx 

(XX. x%) 

(xx.x%) 

xxx 

( XX . x% ) 

xxx 

(xx.x%) 

xxx 

( XX .x%) 

(XX.x%) 

xxx 

(XX-X%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(XX. x%) 

(XX.x%) 

xxx 

(XX. x%) 

xxx 

(XX.X%) 

xxx 

(xx.x%) 

(XX.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%i 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(xx.x%) 

xxx 

(XX. x%) 


Cr,;tl<4 

Source: Program name Data Extract: DDMMMYYYY Produced: DDMMMYYYY Page 1 of N 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 




PM3005196371 


Philip Morns 


Statistical Analysis Plan 
Protocol No. PM-1337 


520 

521 

522 

523 

524 


525 

526 

527 

528 

529 

530 


531 


TABLE 5.1 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/24 hr) ANALYSIS RESULTS - REDUCED MODEL 

ALL EVALUABLE SUBJECTS 




DEGREES 



SIGNIFICANT 

SOURCES OF VARIATION 

OF FREEDOM 

MEAN SQUARES 

p-VALUES 

(YES/NO) 

Covanates 





Cl 

Daily number of cigarettes smoked 

i 




C2 

Ethnicity 

i 




C3 

Income Level 

i 




C4 

Education 

i 




Main 

Effects 





Ml 

FTC tar level 

3 




M2 

Age 

2 




M3 

Gender 

1 




M4 

BMI 

1 




Interactions involving Main Effects 

And Remaining Covariates (listed) 






Cl X Ml 






etc. 






Residual Effect Not 

Applicable 


Source: Program name Data Extract: DDMMMYYYY Produced: DDMMMYYYY Page 1 of N 


Note: & Not all covariates may be included in the reduced model. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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532 

533 

534 

535 

536 

537 


538 

539 

540 

541 

542 

543 

544 

545 

546 


547 


TABLE 5.1.1 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/24 hr} MEASUREMENTS 
ALL EVALUABLE SMOKERS 



Programmer’s Note: If data must be log transformed, the confidence intervals will be computed on the transformed summary statistics 
and then expontiated to the original units of measure, 


Note: @ Tests of significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual comparison. 


be co 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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548 

549 

550 

551 


552 

553 

554 

555 

556 

557 


TABLE 5.1.2 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/24 hr) MEASUREMENTS BY AGE 

ALL EVALUABLE SUBJECTS 




Smokers (by FTC 

tar delivery categories) 



AGE (yrs) 

5 2,9 mg 

3-0-6.9 mg 

7.0-12.9 mg 

>13 mg 

Non-Smokers 


21-34 


N 


xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 


XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 


XXX.XX 

XXX.XX 

XXX.XX 

XXX- XX 

XXX.XX 

25% Quartile 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 


XXX,X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 


XXX 

xxx 

xxx 

xxx 

xxx 

95% Confidence 

interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

35-49 

N 


xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 


XXX.XX 

XXX.XX 

xxx.XX 

XXX.XX 

XXX. XX 

25% Quartile 


XXX . X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 


xxx.x 

xxx.x 

xxx.x 

XXX . X 

xxx.x 

75% Quartile 


xxx.x 

xxx.x 

xxx.x 

xxx. x 

xxx.x 

Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 


xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence 

Interval 

(xxx.x, xxx.x) 

{xxx.X, XXX.X) 

(xxx.X, XXX.X) 

{XXX,X, XXX.X) 

(xxx.x, xxx.x) 

Age: 50 and older 

N 


xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 


XXX-X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 


XXX. XX 

XXX.XX 

XXX.XX 

XXX.XX 

xxx.XX 

25% Quartile 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 


xxx.x 

XXX-X 

xxx.x 

xxx.x 

xxx.x 

Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 


xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x} 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

Source: Program name 

Data 

Extract: DDMMMYYYY 

Produced: DDMMMYYYY 

Page 1 of N 


Programmer's Note: If data must be log transformed, the confidence intervals will be computed on the transformed summary statistics 
and chen expontiated to the original units of measure, 


Note: @ Tests of significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual comparison. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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558 

559 

560 

561 

562 


563 

564 

565 

566 

567 

568 

569 


570 


TABLE 5.1.3 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS [mg/24 hr) MEASUREMENTS BY GENDER - 

ALL EVALUABLE SUBJECTS 





Smokers (by FTC tar delivery categories! 8 



GENDER 


< 2,9 mg 

3.0-6.9 mg 

7.0-12.9 mg 

>13 mg 

Non-Smokers 

Male 

N 


xxxx 

XXXX 

xxxx 

xxxx 

xxxx 

Mean 


XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 


XXX.XX 

XXX.XX 

XXX-XX 

XXX.XX 

xxx. XX 

25% Quartile 


XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% guartile 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 


XXX 

xxx 

xxx 

xxx 

xxx 

95% Confidence 

Interval 

[xsx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

{xxx.x, xxx.x} 

(xxx.x, xxx.x) 

Female 

N 


xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 


XXX -XX 

XXX-XX 

XXX. XX 

xxx.xx 

xxx. XX 

25% Quartile 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 


xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Source: Program name Data Extract: DDMMMYYYY Produced: ddmmmyyyy Page 1 of N 


Programmer's Note: If data must be log transformed, the confidence intervals will be computed on the transformed summary statistics 
and then expontiated to the original units of measure, 

Note: (S Tests ot significance were performed on the FTC tar delivery data only. The non-smoker data appears tor visual comparison. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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571 

572 

573 

574 

575 


576 

577 

578 

579 

580 

581 

582 

583 

584 


585 


TABLE 5.1.4 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/24 Hr) MEASUREMENTS BY BMI 

ALL EVALUABLE SUBJECTS 




smokers (by FTC tar 

delivery categories) 11 








Non-Smokers 

BMI (k/m 1 ) 

< 2.9 mg 

3.0-6.9 mg 

7.0-12.9 mg 

>13 mg 


Normal or below [<25 k/nV 1 ) 






N 

xxxx 

XXXX 

XXXX 

XXXX 

xxxx 

Mean 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 

XXX.XX 

xxx.XX 

xxx-XX 

XXX.XX 

XXX.XX 

25% Quartile 

XXX. X 

xxx.x 

XXX.X 

xxx.x 

xxx.x 

Median 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

XXX 

xxx 

xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx. X , XXX-X) 

(xxx.x, xxx.x) 

{xxx.x, xxx.x) 

Above normal (225 k/m ! ) 






N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 

XXX . XX 

xxx.x 

1 xxx.x j 

xxx.x 

j XXX.XX 

25% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

Source: Program name 

Data 

Extract: DDMMMYYYY 

Produced: ddmmmyyyy 

Page 1 of N 


Programmer'g Note: If data must be log transformed, the confidence intervals will be computed on the transformed summary statistics 
and then expontiated to the original units of measure, 


Note: @ Tests Of significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual comparison. 
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PM3005196376 


Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


586 

587 

588 

589 

590 

591 


TABLE 5.1.5 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/24 hr! MEASUREMENTS BY AGE & GENDER 

ALL EVALUABLE SUBJECTS 


Smokers (by FTC tar delivery categories) 8 


3 and GENDER 

<2.9 iug 

3.0 - 6.9 mg 

7.0-12.9 mg 

>13 mg 

Non-Smokers 

21-34 - Male 






N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

xxx.x 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

S.D. 

XXX . XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX. XX 

25% Quartilc 

XXX . X 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

Median 

XXX „ X 

xxx.x 

xxx.x 

xxx.x 

XXX.X 

75% Quartile 

XXX -X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

XXX 

XXX 

xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, XXX.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x! 


Age: 21-34 - Female 
Age: 35-49 - Male 
Age: 35-49 - Female 
Age: 50 and older - Male 
Age: 50 and older - Female 


Descriptive statistics for all combinations are the same as for first category.combination. 


592 

593 

594 

595 

596 

597 

598 

599 


Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 


Page 1 of N 


Programmer's Note: If data must be log transformed, the confidence intervals will be computed on the transformed summary statistics 
and then expontiated to the original units of measure, 


Note: @ Tests of significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual comparison. 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 





PM3005196377 


Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


600 

601 TABLE 5.1.6 

602 SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/24 hr) MEASUREMENTS BY AGE & BMI 

603 ALL EVALUABLE SUBJECTS 

604 




Smokers (by FTC tar 

6 

delivery categories) 



AGE (yrs) and EMI (k/m 2 ) 

< 2.9 mg 

3.0-6.9 mg 

7.0-12.9 mg 

>13 mg 

Non-Smokers 

Age: 21-34 - BMI: Normal or below 

N 

XXXX 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

XXXX 

xxxx 

xxxx 

xxxx 

xxxx 

S-D. 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

25% Quartile 

XXX, XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

Median 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

XXX-X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Max 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

95% Confidence Interval 

XXX 

xxx 

xxx 

xxx 

xxx 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

Age: 21-34 - EMI: Above normal 

N 

XXXX 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

S.D. 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

25% Quartile 

XXX.XX 

XXX.XX 

xxx.XX 

XXX.XX 

XXX. XX 

Median 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Max 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

95% Confidence Interval 

xxx 

xxx 

xxx 

xxx 

xxx 

Age: 35-49 - BMI<25 

(xxx.x, xxx.x) 

(xxx.x, xxx.x! 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

Age: 35-49 - BMI>25 

Age: 50 and older - RMI<25 

Age: 50 and older - BMI^25 

Descriptive statistics for all 
combinations are the same as for 

first category.combination. 
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Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


605 

606 

607 

608 

609 

610 
611 


Source: Program name 


Data Extract: DDMMMYYYY 


Produced: DDMMMYYYY 


Page 1 of N 


Programmer's Note: if data must be log transformed, the confidence intervals will be computed on the transformed summary statistics 
and then expontiated to the original units of measure, 


Note; @ Tests o£ significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual comparison. 


612 

613 
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Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 



PM3005196379 


Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


614 

615 

616 

617 

618 


619 

620 
621 
622 

623 

624 

625 


626 


TABLE 5.1.7 

SUMMARY OF WEIGHTED NICOTrEN EQUIVALENTS (mg/24 hr) MEASUREMENTS BY GENDER & BMI 

ALL EVALUABLE SUBJECTS 




Smokers (by FTC tar 

delivery categories) 




0-2.9 mg 

3.0-6.9 mg 

7.0-12.9 mg 

>13 mg 

Non-Smokers 

Male - BMI<25 






N 

xxxx 

xxxx 

XXXX 

xxxx 

xxxx 

Mean 

XXX.X 

xxx.x 

XXX . X 

XXX . X 

xxx.x 

S.D. 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

25% Quartile 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 

XXX.X 

xxx.x 

XXX . X 

xxx.x 

xxx.x 

75% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

XXX 

XXX 

XXX 

xxx 

xxx 

95% Confidence interval 

Male - BMIA25 

Female - BMI<25 

Female - BMI£25 

(xxx.x, XXX.X.) 

( XXX. X, XXX - X ) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Descriptive statistics 

for all combinations are the same as for first 

category- combination. 


Source: Program name 

Data Extract: ddmmmyyyy 

produced: DumMYYYY 

page 1 of n 


Programmer'a Note: If data must be leg transformed, the confidence intervals will be computed on the transformed summary statistics 
and then anpontiated to the original unite of measure, 

Note: @ Tests of significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual conparison. 
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PM3005196380 


Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


627 

628 

629 

630 

631 


TABLE 5.1.8 

SUMMARY OF NICOTINE EQUIVALENTS (mg/24 hr] MEASUREMENTS BY AGE, GENDER & BMI 

ALL EVALUABLE SUBJECTS 


Smokers 


(by FTC tar delivery categories) 




Non-Smokers 



0-2.9 mg 

3.0-6.9 mg 

7.0-12.9 mg 

>13 mg 


Age: 21-34 - Male - BMI<25 






N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

N Missing 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D- 

XXX.XX 

XXX.XX 

XXX.XX 

xxx. XX 

XXX.XX 

25% Quartile 

xxx.x 

xxx. X 

xxx.x 

xxx.x 

xxx.x 

Median 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

xxx 

Xxx 

xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx. X , xxx. X ) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x} 

(XXX.X/ xxx.x) 


Age; 21-34 


Male - BMI225 


Age: 21-34 - Female - BMI<25 
Age: 21-34 - Female - BMI>25 

A.ge: 35-49 - Male - BMK25 
Age: 35-49 - Male - BMI>25 

Age: 35-49 - Female - BMI<25 
Age: 35-49 - Female - BMI>25 

Age: 30 and older - Male - bmi< 25 
Age: 30 and older - Male - BMI>25 


Age: 50 and older - Female - BMI<25 
Age: 50 and older - Female - BMIh25 


632 

633 

634 

635 

636 


637 


Descriptive statistics for all combinations are the same as for first category.combinetion. 

Sourcei Program name Data Extract: DDMMMYYYY Produced.: DDMMMYYYY Page 1 of N 

Pragfrainmar!& Ndta: If data must be log transformed,, thej confidence intervals will ^be |computed on the transformed summary statistics 
and then e^por*tinted to the original un'i|ts of measure, 

Note*. @ Tests of significance were performed on the FTC tar delivery data only. The non-smoker data appears for visual comparison. 
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638 

639 

640 

641 

642 


Table 

Summary Weighted Nicotine Equivalents Measurements (mg/24 hr) for Simokers versus Non-Smokers, 

Overall and by Gender 
All Evaluable Subjects 


Overall 


Smokers 


Non-Smokers 


p-value 


N 

xxxx 

xxxx 

xxxx 

Mean 

xxx.X 

xxx.x 

xxx.x 

S.D. 

XXX.XX 

XXX.XX 

XXX.XX 

25% Quartile 

XXX.X 

xxx.x 

xxx.x 

Median 

xxx,X 

xxx.x 

xxx.x 

75% Quartile 

XXX. X 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Max 

Xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x} 

{ XXX.X, xxx 

le 




N 

xxxx 

xxxx 

xxxx 

Mean 

xxx.x 

XXX.X 

XXX - X 

S.D. 

XXX.XX 

XXX.XX 

XXX.XX 

25% Quartile 

xxx.x 

xxx.x 

xxx.x 

Median 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Max 

Xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx 

male 




N 

xxxx 

xxxx 

xxxx 

Mean 

xxx.x 

xxx.x 

xxx.x 

S.D. 

xxx. XX 

XXX.XX 

XXX. XX 

25% Quartile 

xxx.x 

xxx.x 

xxx.x 

Median 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Max 

Xxx 

xxx 

xxx 

93% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx 


643 
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PM3005196382 




Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


837 

838 

839 

840 

841 


842 



N 

xxxx 

xxxx 

Mean 

XXX. X 

XXX.X 

S.D. 

XXX.XX 

XXX,XX 

25% Quartile 

XXX. X 

XXX.X 

Median 

XXX. X 

XXX.X 

75% Quartile 

XXX. X 

XXX.X 

Min 

Xxx 

Xxx 

Max 

Xxx 

xxx 

95% Confidence Interval 

(XXX.X, XXX.X) 

(XXX.X, XXX.X) 




s 

xxxx 

xxxx 

Mean 

XXX.X 

XXX.X 

S.D. 

XXX.XX 

XXX.XX 

25% Quartile 

XXX.X 

XXX.X 

Median 

XXX.X 

XXX.X 

75% Quartile 

XXX.X 

XXX.X 

Min 

Xxx 

Xxx 

Max 

xxx 

xxx 

95% Confidence Interval 

(XXX,X , XXX.X) 

(XXX.X , XXX.X) 




N 

xxxx 

xxxx 

Mean 

XXX.X 

XXX.X 

s ,D, 

xxx.XX 

XXX . XX 

25% Quartile 

XXX.X 

XXX.X 

Median 

XXX.X 

XXX.X 

75% Ouartile 

XXX.X 

XXX.X 

Min 

Xxx 

Xxx 

Max 

Xxx 

xxx 

95% Confidence Interval 

/ 

Age 50 and older 

H /v / 

(XXX.X, XXX.X) 

(XXX.X, XXX.X) 

xxxx 

xxxx 

Mean' \ 

XXX.X 

XXX.X 

s.p\ V 

XXX A XX 

XXX.XX 

25'* Quartile 

XXX.X 

XXX.X 

Median/ \ 

XXX.X 

XXX.X 

(l 5% Q/artileX 

XXX.X 

XXX.X 

/Min/ \ 

Xxx 

Xxx 

/ *55* \ 

Xxx 

xxx 

Confidence Interval 

(XXX.X, XXX.X) 

(XXX.X, XXX.X) 
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PM3005196383 


Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


644 

645 

646 

647 


648 

649 


Table 

Summary Weighted Nicotine Equivalents Measurements (mg/24 hr) within Gender by Smoking Status and Age 

All Evaluable Subjects 


AGE (yrs) 


MALE 

FEMALE 

SMOKERS ^ 

p-value 

NON- 

SMOKERS SMOKERS 


21-34 


N 


XX XX 

xxxx 

j 

xxxx 

xxxx 

Mean 


XXX.X 

xxx.x 

f 

xxx.x 

xxx.x 

S-D- 


XXX.XX 

XXX,XX 


XXX.XX 

XXX.XX 

25% Quartile 


XXX.X 

xx>:.x 


XXX . X 

XXX. X 

Median 


XXX.X 

xxx.x 


xxx.x 

xxx.x 

75% Quartile 


XXX. X 

xxx.x 


xxx.x 

xxx.x 

Min 


Xxx 

Xxx / 


Xxx 

Xxx 

Max 


XXX 

XXX 1 


xxx 

xxx 

95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, 1 
xxx.x) \ 


(xxx.x, xxx.x) 

{xxx.x, 

xxx.x) 

35-49 




1 



N 


xxxx 

xxxx 


xxxx 

xxxx 

Mean 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

S.D. 


XXX. XX 

XXX.XX 


XXX.XX 

XXX.XX 

25% Quartile 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

Median 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

75% Quartile 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

Min 


Xxx 

XXX 


xxx 

xxx 

Max 


xxx 

xxx 


xxx 

xxx 

95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, 

xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, 

xxx.x) 

Age: 50 and older 







N 


xxxx 

xxxx 


xxxx 

xxxx 

Mean 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

S.D. 


xxx XX 

XXX.XX 


XXX.XX 

XXX. XX 

25% Quartile 


XXX . X 

xxx.x 


xxx.x 

xxx.x 

Median 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

75% Quartile 


xxx.x 

xxx.x 


xxx.x 

xxx.x 

Min 


Xxx 

Xxx 


Xxx 

Xxx 

Max 


xxx 

xxx 


xxx 

xxx 

95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, 

xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, 

xxx.x) 


p-value 


38 


Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 
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650 Summary Nicotine Equivalents Measurements (mg/24 hr) within Gender by smoking Status, Age and EMI 

651 All Evaluable Subjects 

652 




MALE 


FEMALE 

SMOKERS 

NON-SMOKERS 

p- 

value 

SMOKERS 

NON-SMOKERS 

p- 

value 

Age: 21-34 BMI < 2 5(k/m s ) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XJU.XX 


XXX.XX 

xxx.xx 


25% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Median 

XXX. X 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(XXX.X, XXX.X) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Age: 21-34 BMI: S 25(k/ra’) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX. XX 


xxx.XX 

xxx.XX 


25% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Median 

XXX. X 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Age: 35-49 BMI: < 25 (k/irf) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX. XX 


XXX.XX 

XXX.XX 


25% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


{XXX . X, XXX . X) 

(xxx.x, xxx.x) 


Age: 35-49 EMI: < 25 (k/m 2 ) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


S.D. 

xxx.XX 

xxx. XX 


XXX.XX 

xxx.XX 


25% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Median 

xxx.x 

XXX. X 


xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 
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Protocol No. PM-1337 


654 Summary Weighted Nicotine Equivalents Measurements (mg/24 hr) within Gender by BMJ 

655 All Evaluable Subjects 

656 


bmi (k/m 2 ) 


MALE 


FEMALE 

SMOKERS 

NON-SMOKERS 

p- 

value 

SMOKERS 

NON-SMOKERS 

p- 

value 

Normal or below (<25 k/m') 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX-XX 

XXX.XX 


XXX.XX 

XXX.XX 


25% Quartile 

XXX. X 

xxx.x 


xxx.x 

xxx.x 


Median 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Above Normal (^ 25 k/m 2 ) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


S.D- 

xxx -XX 

XXX-XX 


XXX.XX 

xxx. XX 


25% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Median 

xxx.x 

XXX . X 


xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

Xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 



657 
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658 

659 

660 
661 
662 


663 


Summary Weighted Nicotine Equivalents Measurements (mg/24 hr) within Smoking Group by Gender 

All Evaluable SnbjetrCe 

Table 




SMOKERS 


NON-SMOKERS / 

' J»K 


MALE 

FEMALE p-value 

MALE 

\ female/ 

p-value 

N 

Mean 

S.D. 

25% Quart!le 

Median 

75% Quartile 

Min 

Max 

95% Confidence interval 

XXXX 

XXX.X 

XXX.XX 

XXX.X 

XXX. X 

XXX. X 

XXX 

XXX 

(XXX.X, XXX.x) 

XXXX 

XXX.X 

XXX. XX 

XXX.X 

XXX. X 

XXX.x 

Xxx 

XXX 

(xxx,x, xxx.x) 

XXXX 

xxx.x 

XXX.XX 

xxx.x 

xxx.x 

XXX.X 

Xxx 

xxx 

(XXX . X , yjx£ 

if XXXX 
/\ xxx.x 

/ VxX-XX 

/ x* ,x 

/ XfciX .X 

/ x T' It 

/ X \ x 

/ XX3f 

.x) (xxx.x, xxx.x) 
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664 Table 

665 Summary Weighted Nicotine Equivalents Measurements (mg/24h) within Smoking Category by Gendet and Age 

666 All Evaluable Subjects 

667 


AGE {yrs} 


Smokers 


Non-Smokers 


MALE 

FEMALE 

p-value 

MALE 

FEMALE 

P-value 

21-34 







N 

XXXX 

XXXX 


XXXX 

XXXX 


Mean 

XXX. X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 


XXX.XX 

XXX.XX 


25% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Median 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

XXX. X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(XXX.X, xxx.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


35-49 







N 

XXXX 

XXXX 


XXXX 

XXXX 


Mean 

XXX . X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX .XX 


XXX. XX 

XXX.XX 


25% Quartile 

XXX . X 

xxx.x 


xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 


XXX . X 

xxx.x 


75% Quartile 

XXX. X 

xxx.x 


XXX .X 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

(XXX. X , XXX . X) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Age: 50 and older 







N 

XXXX 

XXXX 


XXXX 

XXXX 


Mean 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 


XXX. XX 

xxx.XX 


25% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 
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668 

669 

670 

671 

672 


673 


Summary Weighted Nicotine Equivalents Measurements (mg/24 hr] within Smoking Group by Gender and BMI 

All Evaluable Subjects 

Table 




SMOKERS 


NON-SMOKERS 

MALE 

FEMALE 

p-value 

MALE 

FEMALE 

p-value 

BMI: Normal or below (k/m'j 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX-XX 

XXX.XX 


XXX.XX 

XXX.XX 


25% Quartile 

XXX -X 

xxx.x 


xxx.x 

XXX - X 


Median 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

XXX. X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, XXX.x) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


BMI: Above normal (k/m ! ) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 


XXX- XX 

xxx. XX 


25% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x] 

(xxx.x, xxx.x) 


(XXX . X, xxx.x) 

(xxx.x, xxx.x) 



43 


Source: https://www.industrydocuments.ucsf.edu/docs/jylj0001 


PM3005196389 


Philip Morris 


Statistical Analysis Plan 
Protocol No. PM-1337 


674 Summary Weighted Nicotine Equivalents Measurements (mg/24 hr) within Smoking Group by Gender, Age and BMI 

675 

676 

677 Table 

678 




SMOKERS 


NON-SMOKERS 


MALE 

FEMALE 

p-value 

MALE 

FEMALE 

p-value 

Age: 21-34 yrs - BMI: <25 
k/m 1 







N 

xxxx 

Xxxx 


xxxx 

XXXX 


Mean 

XXX. X 

XXX.X 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX-xx 


XXX - XX 

xxx.xx 


25% Quartile 

XXX. X 

XXX.X 


xxx.x 

xxx.x 


Median 

XXX. X 

XXX.X 


xxx.x 

xxx. X 


75% Quartile 

XXX.X 

XXX.X 


xxx.x 

xxx.x 


Min. 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

XXX 

xxx 


xxx 

xxx 


95% Confidence Interval 

(XXX.X, XXX.x) 

(XXX.X, XXX.X) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Age: 21-34 yrs - BMI: £ 25 
(k/m 2 ) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

XXX.X 

XXX.X 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 


XXX.XX 

XXX.XX 


25% Quartile 

XXX. X 

XXX.X 


xxx.x 

xxx.x 


Median 

XXX.X 

XXX.X 


xxx.x 

xxx.x 


75% Quartile 

xxx.X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

(XXX.Xr XXX.X) 

(xxx.x, xxx.x) 


(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Age: 35-49 yrs - BMI < 25 
(k/m 2 ) 







N 

xxxx 

xxxx 


xxxx 

xxxx 


Mean 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


S.D. 

XXX.XX 

XXX.XX 


XXX. XX 

xxx.XX 


25% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Median 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


75% Quartile 

XXX.X 

xxx.x 


xxx.x 

xxx.x 


Min 

Xxx 

Xxx 


Xxx 

Xxx 


Max 

xxx 

xxx 


xxx 

xxx 


95% Confidence Interval 

(XXX.X, XXX.X) 

(xxx.x, xxx.x) 


{xxx.x, xxx.x) 

(xxx.x, xxx.x) 
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680 

681 

682 

683 

684 

685 

686 

687 

688 

689 

690 

691 

692 

693 

694 

695 

696 

697 

698 

699 

700 

701 

702 

703 

704 

705 

706 

707 

708 

709 

710 

711 

712 

713 

714 

715 

716 

717 

718 

719 

720 

721 


TABLE 5.0.X - 6.1.X 

SUMMARY OF WEIGHTED NICOTINE EQUIVALENTS (mg/cpdi 
ALL ENROLLED SUBJECTS 


A series of _ tables for the WEIGHTED blood data will be created in the same format as that for the TABLES 

5.0.x & 5.1.x series data. 


TABLE 6.0.X - 6.1.X 

SUMMARY OF WEIGHTED BIOMARKERS OF POTENTIAL HARM MEASUREMENTS - 24-HOUR URINE SAMPLE COLLECTION 

ALL PARTICIPATING SUBJECTS 


A series of _ tables for the WEIGHTED blood data will be created in the same format as that for the TABLES 

5.0.x & 5.1.x series data. 


TABLE 7.0.x - 7.1.x 

SUMMARY OF WEIGHTED BIOMARKERS OF EXPOSURE MEASUREMENTS - BLOOD SAMPLE 
ALL PARTICIPATING SUBJECTS 

A series of _ tables for the WEIGHTED blood data will be created in the same format as that for the TABLES 

6.0.x & 6.1.x series data. 


TABLE 8.0.x - 8.1.x 

SUMMARY OF WEIGHTED BIOMARKERS OF POTENTIAL HARM MEASUREMENTS - BLOOD SAMPLE 

ALL PARTICIPATING SUBJECTS 


A series of _ tables for the WEIGHTED blood data will be created in the same format as that for the TABLES 

6.0.x & 6.1.x series data. 


TABLE 9.1.X 

SUMMARY OF LUNG FUNCTION TESTS MEASUREMENTS, FVC AND FEVj_ 
ALL EVALUABLE SUBJECTS 
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722 A series of _ tables for the Lung Function Test data will be created in the same format as that for the 

723 TABLE 6.2.x series data. 

724 

725 
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Protocol No. PM-1337 


726 

727 

728 

729 

730 



LISTING 1.1 

INCLUSION AND EXCLUSION STATUS 
(Protocol Violations and Deviations) 





Satisfied All 

Inclusion Criteria? 

Any Existing 

Exclusion Criteria? 

COMMENT 

CODE 


Site Number 
(Col A) 

Subject Number 
(Col B) 

(Y/N) 

(Col C) 

(Y/N) 

(Col D) 

(Col 

E) 


731 Source• Program name Data Extract: DDffl'MYYYY Produced: DmMMYYYY Page 1 ot N 

732 
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733 

734 

735 

736 

737 


738 

739 

740 

741 

742 


INCLUSION CRITERIA CODE 

if the response to column c above is "N* the appropriate letter from the code below is placed in column E. 


a. Males and females, in generally good health, 21 years of age and older (age verified by government issued, identification). 

b. Able to understand and willing to sign an Informed Consent Form (ICF) and to comply with the study procedures and study schedule. 

c. Negative urine Pregnancy test for female subjects at Visit 1. 

d. Smoking status defined as: Adult Smokers: regular consumption of a minimum of 1 manufactured cigarette per day during the last 12 
months. OR Adult Non 3mokers: no smoking or use of any nicotine-containing product such as snuff, chewing tobacco, patches, 
lozenges, pills, nicotine-containing water, nicotine gum, and/or sprays for 5 years prior to Visit 1 and throughout the study 
duration. 

e. Stable health status (i.e., no major medical events such as diabetic cone, myocardial infarction, etc.) within 14 days of Visit 1, 
as determined by the Investigator. 


EXCLUSION CRITERIA 

If the response to column D above is *Y* then the appropriate from the code below is placed in column F,. 


1. Persons under the age of 21 years. 

2. Pregnant or nursing women at Visit 1 

3. Any condition or prior therapy which, in the opinion of the Investigator, would make the subject unsuitable for this study 

4. Adult Smokers ; 

Consumption of less than 1 manufactured cigarette per day during the last 12 months. 

4.1 switched brands during the last 3 months prior to Visit 1. 

4.2 Use of a different brand of cigarettes outside their preferred brand tar range at a rate of >10% of daily consumption during 
the last 3 months prior to Visit 1. 

4.3 Use of any nicotine-containing product other than manufactured cigarettes (including roll-your-own cigarettes, bidis, snuff, 
nicotine inhaler, pipe, cigar, chewing tobacco, nicotine patch, nicotine spray, nicotine lozenge, nicotine-containing water, 
nicotine pill, Dr nicotine gum) within 3 months prior to Visit 1. 

5 . Adult Non-Smokers: 

5.1 History of smoking within the past 5 years. 

5.2 History or use of any tobacco- or nicotine-containing product (including roll-your-own cigarettes, bidis, snuff, nicotine 
inhaler, pipe, cigar, chewing tobacco, nicotine patch, nicotine spray, nicotine lozenge, nicotine-containing water, nicotine 
pill, or nicotine guml within 5 years prior to visit 1. 

6. Donation or receipt of whole blood or blood products with 3 months prior to Visit 1. 

7. Participation in a clinical study for an investigational drug, device, or biologic within 3 months before, or during participation 

in this study unless approved by the study doctor. 

8. Any person who is a or former employee of the tobacco industry, or their first-degree relatives (parent, sibling, child). 

9. Any personnel involved with the study at an investigational site. 

10. Participation in the came study at a different timc/location (i.e., each subject can only bo in the study population once). 


743 

744 

745 


Source: Program name 


Data Extract: DDAfflMYYYY Produced: DDJMnT37 
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746 


748 

749 

750 




STUDY 

LISTING 1.2 
COMPLETION STATUS - 

ALL SUBJECTS 



Site 

Number 

Subject 

Number 

Was Study 
Completed? 

Date o£ 

visit 1 

Date of 

Visit 2 

Reason for Early 
Termination 

Comments 


751 Source: Program name Data Extract: DDMMMYYYY Produced: DDMMMYYYY Page 1 ot N 

752 
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753 

754 

755 

756 


LISTING 2.1 

DEMOGRAPHIC AND BASELINE CHARACTERISTICS - ALL EVALUABLE SUBJECTS 


Site 

Number 


Subject 

Number 


Age 

(in Years )* 


Gender 


BMT 


RACE Educational. INCOME 

Level Attained 


757 

758 


Source: Program name 


Data Extract: DDMMMYYYY 


Produced: DDMMMYYYY 


Page 1 of N 


759 Note: # Age (in Years) is calculated as (SAS date for date of screening - SAS date for date of birth)/365.25 
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760 

761 

762 

763 


LISTING 2.2 

PREGNANCY TEST - ALL EVALUABLE WOMEN 


Site 

Number 


Subject 

Number 


Result 


Reason(s) 
Test Not Done 


Comments 


764 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMbfflYYYY 


Page 1 of N 
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765 

766 

767 

768 


LISTING 2.3 

SUBJECT EMDICAL HISTORY - ALL EVALUABLE SUBJECTS 


Site 

Subject 



Status at Baseline 

Visit 2 


Number 

Number 

System 

No/Yes 

Active/ 

Inactive Specify if Yes 

Changed 

Since Visit 1 

Specify 
if Changed 


769 Source; Program name Data Extract; DEMMMYYYY Produced: DDMMMYYYY Page 1 of N 
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771 

772 

773 

774 

775 

776 


Tobacco Use Group: 


LISTING 2.4 

VITAL SIGNS, WEIGHT AND HEIGHT - ALL PARTICIPATING SUBJECTS 


Site Subject Visit Visit systolic Diastolic pulse Body Body 
Number Number Number Date Blood Pressure Blood Pressure Ibpm) Temperature Weight 
_(mmHgj_jinniHg)_(C°)_(kg) 


Body 

Height 

(in) 


BHI 

(kg/m 2 ) 



Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 


Page 1 of N 
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779 

780 

781 

782 

783 

784 


Tobacco Use Group: 


LISTING 2.5 

LUNG FUNCTION TEST - VISIT 2 - ALL PARTICIPATING SUBJECTS 


Site Subject Date 

Number Number Of Test 


Test 


Test 

Normal /Abnormal 


If Abnormal, 
CS/NCS* 


Pertinent Details if CS 


it 


Abnormal 


FVC, (L/sec) 
FEVi, {L/sec) 

FVC, (L/sec) 
FEVi, (L/sec) 

FVC, (L/sec) 
FEVi, (L/sec) 


FVC, (L/sec) 

FEVi (L/sec) 

785 ' Source: Program name Data Extract: DDMMbT/YYY Produced: DDMMMYYYY Page 1 of N 

786 

787 Not©: # CS = Clinically significant, NCS - Not clinically significant 
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788 

789 LISTING 3 

790 BLOOD SAMPLING DATA BY BIOMARKER - VISIT 2® - ALL PARTICIPATING SUBJECTS 

791 

792 Biomarkor: (include unit of measure) 

793 Tobacco Use Group: 

794 


Site Subject Sampling 6-hr Abnormal 

Number Number Date Result Fast Range Flag Comments 

__ Y/N? 


795 Source: Program name Data Extract: DDMMMYYYY Produced: DDMMbfYYYY Page 1 of N 

796 

797 @ A minimum 6-hour fast is required 
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798 

799 LISTING 4 

800 24-HOUR URINE SAMPLING DATA BY BIOMARKER - VISIT 2 - ALL PARTICIPATING SUBJECTS 

801 

802 Biomarker: {include unit of measure) 

803 Tobacco Use Group: 

804 _ 


Site Subject Sampling 6-hr Abnormal 

Number Number Date Result Fast Range Flag Comments 

Y/N?_ 


805 Source: Program name Data Extract: DDMMMYYYY Produced: DDMMMYYYY 

806 


Page 1 of N 
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807 

808 

809 

810 
811 
812 


Tobacco Use Group: 


LISTING 5 

GENERAL COMMENTS - ALL PARTICIPATING SUBJECTS 

► 


Site Subject 

Number Number CRF Page Comments? Additional Comments? 


813 Source: Program name Data Extract: DDMMMYYYY Produced: DDMOSYYYY Page 1 of N 

814 
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815 

816 LISTING 6.1 

817 ADULT SMOKER AND NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

818 

819 Tobacco Use Group: 

820 Section 1 Questions 

821 


_ Responses to Questions 1.1 through 1.11 _ 

Si to Subject: 

Number Number 1.1 1.2 1.3 1*4 1.5 1*6 1.6 1.7 1.8 1-9 1.10 1*11 


822 Source: Program name 


Data Extract: DDMMMYYYY 


Produced: DDMMMYYYY 
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823 

824 LISTING 6.1 

825 ADULT SMOKER AND NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

826 

827 Tobacco Use Group: 

828 section 1 Questions 

829 


_ Responses to Questions 1.12 through 1.21 _ 

Site Subject 

Number Number 1.12 1.13 1.14 1.15 1.16 1.17 1.18 1.19 1.20 1.21 


830 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 
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831 

832 LISTING 6.1 

833 ADULT SMOKER AND NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

834 

835 Tobacco Use Group: 

836 Section 1 Questions 

837 _ 


_ Responses to Questions 1.22 through 1.26 _ 

Site Subject Job Number 1.26 1.26 

Number Number 1.22 1.23 1.24 1.25 Engine Exhaust Chemicals 


Job 

1 

Job 

2 

Job 

3 

Job 

4 

Job 

1 

Job 

2 

Job 

3 

Job 

4 


Job 

1 

Job 

2 

Job 

3 

Job 

4 

Job 

1 

Job 

2 

Job 

3 

job 

4 


838 source: Program name Data Extract: DDMMMYYrr Produced: ddmmmyyyy Page 1 u£ N 
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839 

840 LISTING 6.2.1 

841 ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

842 

843 smokers Group only? 

844 Section 2 Questions 

845 


__ Responses to Questions 2.1 through 2.19 _ 

Site Subject 

Number Number 2.1 2.2 2.3 2.4 2.5 2.6 2-7 2.8 2.9 2.10 2.11 2.12 2.13 2.14 2.15 2.16 2-17 2.18 2.19 


846 ' Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 
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847 - - - - ... 

848 LISTING 6-2.1 

849 ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

850 

851 Smokers Group Only: 

852 Section 2 Questions 

853 _ 


_ Responses to Questions 2-20 through 2.37 _ 

Site Subject 

Number Number 2.20 2.21 2.22 2.23 2.24 2.25 2.26 2.27 2.28 2.29 2.30 2.31 2.32 2.33 2.34 2.35 2.36 2.37 


854 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 
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855 

856 

857 

858 

859 

860 
861 
862 


Smokers Group Onlyi 

Section 2 Questions 


LISTING 6.2.1 

ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 2.38 through 2.55 _ 

Site Subject. " 

Number Number 2.38 2.39 2.40 2.41 2.42 2.43 2.44 2.45 2.46 2.47 2.48 2.49 2.50 2.51 2.52 2.53 2.54 2.55 


863 


Source: Program name 


Data Extract: DDMMMYYYY 


Produced: DDMMMYYYY 
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864 

865 

866 

867 

868 

869 

870 


Non-Smokers Group Only: 

Section 2 Questions 


LISTING 6.2.2 

ADULT NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 2.1 through 2.6 _ 

Site Subject ~ . . 

Number Number 2.1 2.2 2.3 2.3 2.3 2.3 2.4 2.4 2.4 2.4 2.5 2.5 2.5 2.5 2.6 

Job 1 Job 2 Job 3 Job 4 Job 1 Job 2 Job 3 Job 4 Job 1 Job 2 Job 3 Job 4 


871 


Source: Program name 


Data Extract: DDMMMYYYY 


Produced: DDMMMYYYY 
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872 

873 

874 

875 

876 

877 

878 


Non-Smokers Group Only: 

Section 2 Questions 


LISTING 6.2.2 

ADULT NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 2.7 through 2.12 __ 

Site Subject 

Number Number 2.7 2.8 2-S 2.8 2.8 2.9 2.9 2.9 2.9 2.10 2.10 2.10 2.10 2.11 2.12 

Job 1 Job 2 Job 3 Job 4 Job 1 Job 2 Job 3 Job 4 Job 1 Job 2 Job 3 Job 4_ 


879 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 
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880 

881 LISTING 6.2.2 

882 ADULT NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

883 

884 Non-Smokers Group Only: 

885 Section 2 Questions 

886 _ 

_ Responses to Questions 2.13 through 2.27 _ 

Site Subject 

Number Number 2.13 2.14 2.15 2.15 2.17 2.18 2.19 2.20 2.21 2.22 2.23 2.24 2.25 2.26 2.27 


887 


Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 
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888 - 

889 LISTING 6.2.2 

890 ADULT NON-SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

891 

892 Non-Smokers Group Only: 

893 Section 2 Questions 

894 _ 


_ Responses to Questions 2.28 through 2.41 _ 

site Subject 

Number Number 2.28 2.29 2.30 2.31 2.32 2.33 2.34 2.35 2.36 2.37 2.38 2.39 2.40 2.41 


895 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 


page 1 of N 
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896 

897 

898 

899 

900 

901 

902 


Smokers Group Only: 

Section 1 Questions 


LISTING 6 .3 

ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Resp onses to Questions 3.1 through 3.17 

Site Subject ' ' — - - 

Number Number 3.1 3.2 3 .3 3-4 3.5 3.6 3.7 3.8 3.9 3.10 3.11 3.12 3.13 3.14 3.15 3.16 3.17 


903 


Source: Program iiaiae 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 


Page 1 of U 
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904 

905 LISTING 6.3 

906 ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

907 

908 Smokers Group Only: 

909 Section 3 Questions 

910 ___ 

_ Responses to Questions 3.13 through 3-33 ___ 

Site Subject 

Number Number 3.18 3.19 3.20 3.21 3.22 3.23 3.24 3.25 3.26 3.27 3.28 3.29 3-30 3.31 3.32 3.33 


911 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDtMMYYYY 


Page 1 of N 
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912 

913 

914 

915 

916 

917 

918 


Smokers Group Only: 

Section 3 Questions 


LISTING 6.3 

ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 3.34 through 3.49 _ 

Site Subject — 

Number Number 3.34 3.35 3.36 3.37 3.38 3.39 3.40 3.41 3.42 3.43 3.44 3.45 3.46 3.47 3.48 3.49 


919 Source: Program name 


Data Extract: DDtmiYYYY Produced: DDMMMYYYY 


Page 1 of N 
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920 

921 LISTING 6.4 

922 ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 

923 

924 Smokers Group Only: 

925 Section 4 Questions 

926 _____ 


_ Responses to Questions 4.1 through 4.12 

Site subject 

Number Number 4.1 4.2 4.3 4.4 4.5 4.S 4.7 4.8 


4.10 4.11 4.12 


927 Source: Program name 


Data Extract: DDMMMYYYY Produced: DDMMMYYYY 


Page 1 of n 
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928 

929 

930 

931 

932 

933 

934 


Smokers Group Only: 

Section 4 Questions 


LISTING 6.4 

ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 4.13 through 4.24 _ 

Site Subject 

Number Number 4.13 4.14 4.15 4.16 4-17 4.13 4.19 4-20 4.21 4.22 4.23 4.24 


935 Source: Program name 


Data Extract: DDPM'IYYYY Produced: DDMMMYYYY 


page 1 of N 
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936 

937 

938 

939 

940 

941 

942 


Smokers Group Only: 

Section 5 Questions 


LISTING 6.5 

ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 5.1 through 5.14 ____ 

Site Subject 

Number Number 5.1 5.2 5.3 5.4 5.5 5.6 5.7 5.S 5.9 5.10 5.11 5.12 5.13 5.14 


943 Source: Program name 


Data Extract: ddmmmyyyy produced: uvmwiyyyy 


Page 1 of n 
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944 

945 

946 

947 

948 

949 

950 


Smokers Group Only: 

Section 5 Questions 


LISTING 6.5 

ADULT SMOKER SURVEY - ALL PARTICIPATING SUBJECTS 


_ Responses to Questions 5.15 through 5.28 _ 

Site Subject . 

Number Number 5.15 5.16 5.17 5.18 5.19 5.20 5.21 5.22 5.23 5.24 5.25 5.26 5.27 5.28 


951 


Source; Program name 


Data Extract: DDMIB1YYYY 


Produced: DDI4MMYYYY 


Page 1 of N 
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958 Ta ble 3 - BRFSS Weights 


Gender 

BMI 

AGE (years) 

21-34 

35-49 

>50 

Total 

Female 

Low and normal (< 25%) 

8.00% 

7.88% 

9.50% 

25.38% 


Overweight & Obese (> 25) 

5.24% 

S.03% 

12.04% 

25.31% 

Male 

Low and normal (< 25%) 

5.78% 

4.65% 

5.46% 

15.89% 


Overweight & Obese (> 25) 

8.66% 

11.75% 

13.00% 

33.41% 

Total 

27.68% 

32.31% 

40.00% 

100.00% 


959 Source: BRFSS, 2000 

960 

961 The sample data in the table below is provided to illustrate how the weights may be 

962 applied. The data as shown has a different distribution from that of the national sample 

963 represented by the BRFSS weights shown above. 

964 

965 

966 

967 Table 3.1 Sample Data 

968 


Gender 

BMI (kg/m 2 ) 

AGE (years) 

21-34 

35-49 

>50 

Total 

Female 

Low and normal (< 25%) 

14 

(3.46%) 

44 

(10.89%) 

33 

(8.17%) 

91 

(22.52%) 


Overweight & Obese (> 25) 

22 

(5.44%) 

62 

(15.35%) 

50 

(12.38%) 

134 

(33.17%) 

Male 

Low and normal (< 25%) 

13 

(3.22%) 

25 

(6.19%) 

22 

(5.44%) 

60 

(14.85%) 


Overweight & Obese (> 25) 

20 

(4,95%) 

60 

(14.85%) 

39 

(9.65%) 

119 

(29.46%) 

Total 

69 

(17.08%) 

191 

(47.28%) 

144 

(35.64%) 

404 

(100%) 


969 

970 Using the data from the first cell, below normal females in 21-34 year age range, 8% of the 

971 population fall in this category as compared to nearly 4% of the sample. To make the dample 

972 more representative of the population the number in this cell is weighted to given the weight of 

973 2.31 (8-r3.46) making each person in the sample more than twice as much because there are too 

974 few women in this category in the sample in proportion to the national population. 

975 The weights are applied as belowrAppIying the BRFSS weights to these sample data provide 

976 the distribution shown in Table 3.2 which now mirrors that for the U.S. 

977 

978 Table 3.2 Sample Data Weighted by BRFSS Weights 
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979 


Gender 

BMI (kg/m 2 ) 

AGE (years) i 

21-34 

35-49 

>50 

Total 

Female 

Low and normal (< 25%) 

32 

(7.9%) 

32 

(7.92%) 

38 

102 


Overweight & Obese (> 25) 

21 

(5.2%) 

32 

(7.92%) 

49 

102 

Male 

Low and normal (< 25%) 

23 

(5.69%) 

19 (4.7%) 

22 

65 


Overweight & Obese (> 25) 

35 

(8.66%) 

48 

(11.88%) 

52 

135 

Total 


112 

(27.72%) 

130 

(32,18%) 

162 

404 


980 
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981 

982 TABLE 6.2.X 

983 SUMMARY OF ACTUAL BIOMARKERS OF EXPOSURE MEASUREMENTS - 24-HOUR URINE SAMPLE COLLECTION 

984 ALL PARTICIPATING SUBJECTS 

985 

986 A series of 8 tables for the ACTUAL data will be created in the same format as that for the WEIGHTED data. 

987 The Note will for the series of tables will read as the one given below. 

988 

989 Prbtlrrairnjer's MfpteJ .If dalta btust be lbir ,trlarisfdnaile4)J /the confident^, idtjervalb id.il be ctaeputefi bn crje r.rans fort-fed susmajjry dt^tistids 

990 and then! expontiatijad. to the original units of mejasjure, 

991 

Note: @ No tests of significance were performed on these data. 

992 

993 
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994 

995 

996 TABLE 6.2.x 

997 SUMMARY OF ACTUAL BIOMARKERS OF POTENTIAL HAEM MEASUREMENTS - 2 4-HOUR URINE SAMPLE COLLECTION 

998 ALL PARTICIPATING SUBJECTS 

999 

1000 A series of 8 tables for the ACTUAL blood data will be created in the same format as that for the TABLE 

1001 6.2.x series data. 

1002 
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1003 

1004 

1005 

1006 

1007 

1008 

1009 

1010 

011 

012 

013 

014 

015 

1016 

1017 

1018 


TABLE 8.2.x 

SUMMARY OF ACTUAL BIOMARKERS OF EXPOSURE MEASUREMENTS - BLOOD SAMPLE 
ALL PARTICIPATING SUBJECTS 

A series of 8 tables for the ACTUAL blood data will be created in the same format as that 
for the TABLE 6.2.x series data. 


TABLE 9.2.X 

SUMMARY OF ACTUAL BIOMARKERS OF POTENTIAL HARM MEASUREMENTS - BLOOD SAMPLE 
ALL PARTICIPATING SUBJECTS 

A series of 8 tables for the ACTUAL blood data will be created in the same format as that for the TABLE 
6.2.x series data. 
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•i 


1019 

1020 TABLE 3.2 

1021 SUMMARY OP DEMOGRAPHIC AND BASELINE CHARACTERISTICS BY CENTER 

1022 ALL ENROLLED SUBJECTS 

1023 Center Number: 

1024 _ 

Parameter _Smokers (by FTC tar delivery categories)_ 


Non-Smokers 

0-2.9 mg 3.0-6.9 mg 7.0-12.9 mg >13 rn g Total p-values @ 


1025 

1026 


Age (yrs) 


N 

XXX X 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 

XXX.XX 

XXX .XX 

xxx.XX 

XXX-XX 

XXX.XX 

XXX.XX 

25% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Kxx 

Xxx 

Xxx 

Max 

xxx 

xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence Interval 

( xxx .X, XXX-X) 

(xxx.x, xxx.x} 

(xxx.x, xxx.x} 

(xxx.x, xxx.x} 

(XXX.X , XXX.X) 

(xxx.x, xxx 


Gender 


Male 

xxx (xx.x%] 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%} 

xxx (xx.x%) 

0 .xxx 

Female 

XXX (XX . x%) 

xxx (xx.x%) 

XXX (XX.X%} 

XXX (XX. x%) 

xxx (xx.x%) 

xxx (xx.x%) 


Race 

Asian 

xxx (xx.x%) 

xxx (xx.x%) 

XXX (XX .x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.xl) 

0 .xxx 

Black 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 


Caucasian 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x.%) 

XXX (XX.x%) 

xxx (xx.x%) 

xxx (xx.x%) 


Hispanic 

XXX (XX.x%) 

XXX (XX.x%) 

xxx (xx.x%l 

XXX (XX. x%) 

XXX (XX.x%) 

xxx (xx.x%) 


Other 

xxx (xx,x%) 

xxx (xx.x%) 

XXX {XX -x%) 

xxx (xx.x%) 

xxx (xx.x%) 

xxx (xx.x%) 


BMI (k/m 1 ) 

N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

O.xxx 

Mean 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S.D. 

XXX.XX 

xxx.XX 

XXX-XX 

XXX.XX 

XXX.XX 

xxx.XX 


25% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 

xxx.x 

xxx.x 

xxx.x 

XXX-X 

xxx.x 

xxx.x 


75% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 

xxx 

Xxx 

xxx 

xxx 

xxx 

xxx 


95% Confidence Interval 

(xxx.x, xxx.x) 

{xxx.x, xxx.x) 

(XXX- X, XXX.X) 

(xxx.x, xxx.x} 

(xxx.x, xxx.x) 

(XXX.X, XXX.X) 



Source: Program name Data Extract: DDMMMYYYY Produced: DDMMMYYYY Page 1 of N 


Note: 


percentages are based on non-missing values. 
Baseline is defined as visit 1. 
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1027 


@ p-value is for overall tobacco use group comparison. Continuous variables are analyzed with a two-way ANOVA including tar 
delivery group and pooled center. Categorical variables are analyzed with Cochran-Mantel-Haenszel test controlling for pooled 
center. 
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1028 

1029 

1030 

1031 

1032 

1033 


1034 

1035 


TABLE 3.2 


center Number: 

SUMMARY OF DEMOGRAPHIC AND BASELINE CHARACTERISTICS BY CENTER 

ALL PARTICIPATING SUBJECTS 



Parameter 

Smokers (by FTC tar delivery categories) 

Non-Smokers 

0-2.9 mg 3.0-6.9 mg 7.0-12.9 mg >13 mg 

Total 

p-values & 


Systolic Blood Pressure 
(mmHg) 


N 


xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

0 .xxx 

Mean 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S.D. 


XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX. XX 

XXX. XX. 


25% Quartile 


XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 


XXX.X 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 


XXX 

xxx 

xxx 

xxx 

xxx 

xxx 


95% Confidence 

Interval 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 


Diastolic Blood Pressure 








(irariHg) 









N 


xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

0 .xxx 

N Missing 


XXX 

xxx 

xxx 

xxx 

xxx 

xxx 


Mean 


XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


S.D. 


XXX.XX 

xxx. XX 

xxx. XX 

XXX.XX 

xxx. XX 

XXX.XX 


25% Quartile 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 


XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 


XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 


XXX 

Xxx 

xxx 

xxx 

xxx 

xxx 


95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 


pulse (bpm) 









N 


xxxx 

Xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

0 .xxx 

N Missing 


xxx 

Xxx 

xxx 

xxx 

xxx 

xxx 


Mean 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

XXX .X 

xxx.x 


S.D. 


xxx.XX 

xxx. XX 

xxx .XX 

xxx.XX 

xxx.XX 

XXX.XX 


25% Quartile 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Median 


xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


75% Quartile 


xxx.x 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 


Min 


Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 


Max 


xxx 

Xxx 

xxx 

xxx 

xxx 

xxx 


95% Confidence 

Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 



Source: Program name Data Extract: DDMMMYYVY Produced: DDMMMYYYY Page 2 of N 

Note: Percentages are based on non-missing values. 
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1036 


Baseline is defined as visit 1. 

@ p-value is for overall tobacco use group comparison. Continuous variables are analyzed with a two-way ANOVA including tar 
delivery group and pooled center. Categorical variables are analyzed with Cochran-Mantel-Haenszel test controlling for pooled 
center. 
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i 


% 


1037 

1038 TABLE 3.2 

1039 SUMMARY OF DEMOGRAPHIC AND BASELINE CHARACTERISTICS 3Y CENTER 

1040 ALL ENROLLED SUBJECTS 

1041 Center Number: 

1042 _ 


Parameter 


Smokers (by FTC tar delivery cateuuries) 


Non Smokers 

0-2.9 mg 3.0-6.9 mg 7.0-12.9 mg >13 mg Total p-values 3 


Body Tertperature (F°) 


N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

S.D. 

XXX.XX 

XXX.XX 

XXX,XX 

XXX.XX 

XXX. XX. 

XXX. XX 

25% Quartile 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

XXX. X 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

XXX 

xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, xxx 

Number of Years of 







Cigarette Use^ 







N 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

xxxx 

Mean 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

XXX .X 

S.D. 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

XXX.XX 

25% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Median 

xxx.x 

xxx.x 

XXX.X 

xxx.x 

xxx.x 

xxx.x 

75% Quartile 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

xxx.x 

Min 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Xxx 

Max 

xxx 

xxx 

xxx 

xxx 

xxx 

xxx 

95% Confidence Interval 

(xxx.x, xxx.x) 

{xxx.x, XXX.X} 

(xxx.x, xxx.x) 

{xxx.x, xxx.x) 

(xxx.x, xxx.x) 

(xxx.x, XXX 


1043 

1044 


1045 

1046 


Source: Program name Data Extract: DDMMMYYYY Produced: D1MMMYYYY Page 3 of N 

Note: Percentages are based on non-missing values. 

Rasel i.ne is defined as visit 1. 

tf These summary statistics will reflect usage by subjects whu have a history of tobacco use. 

& D-value is for overall tobacco use group comparison. Continuous variables are analyzed with a two-way ANOVA including tar 
delivery group and pooled center. Categorical variables are analyzed with Cochran-Mantel-Haenszel test controlling for pooled 
center. 
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